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DETAILED ACTION 

Response to Amendment 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/11/2008 has been entered. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,3-7, 10-11, 15-16, 18, and 22 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Burney et al. (5,800,389). Burney discloses a medical device (10) 
comprising a first elongate member (20), a second elongate member (11) having an 
open proximal end and an open distal end (13), wherein the first member is releasably 
attachable to the second member to provide a continuous fluid passageway, wherein 
the outer diameter of the first elongate member is greater than the internal diameter of 
the second member, and wherein the distal end of the first member is positioned 
intermediate the proximal and distal ends of the second member upon attachment of the 
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two members (see figure 4, element 13 extends past distal end 21), wherein the first 
member has a closed, pointed, non-bifurcated distal tip (30), wherein the first member 
comprises a relatively rigid body portion (40) and a relatively flexible distal end portion 
(20), wherein the first member can be considered a hollow cannula extension, and the 
second member can be considered a cannula, wherein the first member comprises at 
least one side opening (24) extending through a wall thereof and spaced proximally of 
the distal end and distally from the proximal end (Figure 4 clearly shows that the 
opening is spaced from the proximal and distal ends) and a sleeve (41), and wherein at 
least one of the first and second members comprise a non-circular cross section at least 
partially somewhere along the length of the device. 

Claims 1-2, 4-11, 13, 15-16, 18-22, and 27 are rejected under 35U.S.C. 102(b) 
as being anticipated by Liegner (4,803,999). Liegner discloses a medical device (10) for 
providing access to an internal space in a patient, the device comprising a first elongate 
member (1 2,1 7) having a proximal end, a distal end, an outer diameter, and an internal 
lumen, a second elongate member (14) having an open proximal end, an open distal 
end, and an internal lumen having an internal diameter and providing a passageway 
extending therethrough, wherein the first member is releasably attachable to the second 
member to provide a generally continuous fluid passageway, wherein the outer 
diameter of the first elongate member is greater than the internal diameter of the 
internal lumen of the second elongate member, and such that the distal end of the first 
member is positioned intermediate the proximal and distal ends of the second member 
upon attachment of the second member to the first member (see figure 2), wherein at 
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least the first member has an opening (at 22) spaced from the proximal and distal ends, 
wherein the first member has an open, pointed, non-bifurcated distal tip (15), further 
comprising a cap (18) releasably attachable to either member, wherein the second 
member has a beveled distal end (27), and further comprising a sleeve (30). 

Claims 1-2, 5-16, 19-22, and 26-27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Dorsey (5,505,710). Dorsey discloses a medical device (see at least 
Figures 1-3 and 7-10) comprising a first member (50, 160,260), a second member 
(22,127,227), wherein the first member is releasably attachable to the second member 
and has a larger diameter, and wherein the second member can be inserted past the 
first member so that the end of the first member lies between the ends of the second 
member, wherein the first and second members include openings (28, 164, 264) spaced 
away from the ends of the members, wherein the first member has an open tip, further 
comprising a cap (14, 114, 214) and a sleeve (30, 130, 230), and wherein the second 
member comprises a beveled distal end. The examiner notes that the system is 
designed for suction and therefore must include a vacuum source. 

Claim 26 is rejected under 35 U.S.C. 102(b) as being anticipated by Akiyama 
(3,896,810). Akiyama discloses an assembly comprising a vacuum device (28, 32) for 
providing an operative space within a patient, and a multi-component device for 
providing access from the vacuum to a point within the patient, the multi-component 
device comprising a detachable first (15) and second (10) members, the first member 
for providing a first portion (lumen of 15) and the second member for providing a second 
portion (lumen of 10). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Burney 
et al. (5,800,389), Liegner (4,803,999), or Dorsey (5,505,710). Burney, Liegner, and 
Dorsey disclose the claimed invention except for using a transparent wall. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to use transparent material, since it has been held to be within the general skill of a 
worker in the art to select a known material on the basis of its suitability for the intended 
use as a matter of obvious design choice. In re Leshin, 227 F.2d 197, 125 USPQ 416 
(CCPA 1960). 

Claims 23-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Burney et al. (5,800,389), Liegner (4,803,999), or Dorsey (5,505,710) in view of 
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Sommerich (6,916,310). Burney, Liegner, and Dorsey disclose all of the limitations 
recited in the independent claims but fail to disclose the use of a medicinal coating on 
the sleeve. Sommerich teaches a medical sleeve that comprises a sealing surface and 
is adapted to provide a substantially airtight seal between the patient and an inserted 
tube. (See Figure 2) The sleeve is coated with an antibacterial substance (See Claim 
25). To one of ordinary skill in the art at the time of the invention, it would have been 
obvious to modify the disclosure of Burney, Liegner, and Dorsey with the teachings of 
Sommerich to provide a sleeve with a medicinal coating to reduce the risk of infection. 

Response to Arguments 

Applicant's arguments filed 6/1 1/2008 have been fully considered but they are 
not persuasive. 

In response to the applicant's argument that Burney and Liegner do not teach the 
subject matter of claim 1 1 , the examiner respectfully disagrees. Burney clearly shows 
in Figure 4 that the opening (24) is spaced from the distal end and the proximal end. 
Liegner clearly shows in Figure 3 an opening (at 22) that is spaced from the distal end 
and proximal end. 

In response to the applicant's argument that Akiyama does not teach a vacuum 
device "for providing an operative space within a patient", the examiner respectfully 
disagrees. The examiner notes that the limitation of "providing an operative space 
within a patient" is a functional limitation. The examiner maintains that the vacuum 
device of Akiyama is capable of performing this function by inserting the device in the 
patient. 
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In response to the applicant's argument that Akiyama does not teach first and 
second members for providing first and second portions of a passageway, the examiner 
respectfully disagrees. The examiner notes that identified members 10 and 15 are 
tubular and therefore each have a passageway. The lumen of 10 is a first portion and 
the lumen of 15 is the second portion. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to THEODORE J. STIGELL whose telephone number is 
(571)272-8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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